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215-597-4390

900 U.S. Customhouse
2nd and Chestnut Streets
Philadeiphis, PA 19106

PHILADELPHIA DIS

Telephone:

PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
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Page 2
Daniel F. Stoltzfus
April 5, 2001

You must routinely measure equilibrium pH for acidified products as required
by 21 CFR 114.80(a)(2). However, during the inspection ending August 8,
2000, a review of the recipe information sheets for butter beans Batch
anufactured on April 20, 2000 indicated no equilibrium pH
measurement The Recipe Information Sheet for butter beans, Batch
‘produced on April 26, 2000 did not record the equilibrium pH.

Other instances where your firm did not measure equilibrium pH are noted
below:

A commercial processor shall not later than 10 days after first so engaging
in manufacturing and packing of acidified foods, register and file with the
FDA on form FDA 2541a in accordance with 21 CFR 108.25(c)(1). In
addition, a commercial processor engaged in the processing of acidified
foods shall not later than 60 days before packing any new product, provide
the FDA information on the scheduled processes. This shall include, as
necessary, conditions for heat processing and control of pH and source
and establishment of the process, for each acidified food in each container
size in accordance with the requirements set forth in 21 CFR 108.25(c)(2).
Our records indicate that a Philadelphia District Compliance Officer has
previously advised you of this requirement.

You failed to identify process deviations, maintain a separate process
deviation file and evaluate the product for any possible bearing on public
health as required by 21 CFR Part 114.89 and 21 CFR Part 114.100(c).
In addition, you failed to promptly notify FDA of process deviations as
required by 21 CFR Part 108.25(d). During the inspection ending August



A review of the recipe information sheets for butter beans, lot

¥ ____CWE Pmanufactured on April 20, 2000 and
April 26, 2000, respectively, revealed a brine pH of 4.7 and no
equilibrium pH. The batches of butter beans noted above were
shipped in a commingled lot to a retailer who notified your firm that
there was a problem with the product. The butter beans were
returned to your firm and destroyed. Your firm was not able to
account for the disposition of Al of the 12/120z butter beans
A review of the recipe information sheet for sweet baby corn, batch

Aot vcaled that your firm had changed its formula for this
product from gallons to pounds. During this period, they discovered
on June 16, 2000 that the batch produced on April 13, 2000
contained 4 pounds of vinegar instead of 4 gallons of vinegar. The
batch record indicates your manager approved this deviation

S aiiibant S
of ingredie




A review of the recipe information sheets for red beets produced on
September 13, 2000 and September 21, 2000 indicated a failure to
record canner time and temperature
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Your firm's processes have not been established by a qualified person
who has expert knowledge in the acidification and processing of acidified
foods as required by 21 CFR Part 114.83. Your firms manager, the
person identified as responsible for product and process development,
has not attended a Commissioner approved school.
At the conclusion of the August 2000 and the November 2000 inspections, you
were presented with form FDA-483’s listing serious deviations from the
regulations. During the inspection ending August 8, 2000, after the investigator
reviewed the first observation with you, you informed him that you did not have
time to discuss the other observations






